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DETAILED ACTION 
Continued Examination Under 3 7 CFR 1.114 
A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 .17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on September 12, 2006 has been entered. 

Interview 

Applicant requested an interview prior to examination of the present claims and 
completion of the current response. However, the examiner attempted to call the attorney for 
applicant several times for the interview but was unable to reach them. Due to time constraints, 
the examiner needed to go forward with the examination. Applicant's arguments were 
thoroughly taken into consideration and replied to below. Applicant is invited to contact the 
examiner upon receipt of this office action to discuss and have a phone interview at that time. 

Response to Arguments 

Applicant's arguments filed September 12, 2006 have been fully considered but they are 
not persuasive. 

The applicant has argued that Ersek's particles are not inherently individually visible, 
since the limitation requires a specific concentration to be visible. The examiner disagrees. Not 
only is a specific concentration not claimed, a preferred concentration is not even disclosed in the 
specification. If the concentration were a key factor in the visibility of the particles, it would 
think to be at least disclosed in the specification. The examiners position remains that since 
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Ersek discloses the same size of particles, they will inherently be visible, since they are of the 
same size as applicants particles. 

Applicant further argues Ersek' s particles will not be inherently individually visible since 
the carrier vehicle is disclosed to be metabolized in the body (thus the particles would be 
clumped together and not dispersed and individual). Although it may be true that the vehicle 
might eventually metabolized, there is no telling the time period for how long this will take. 
Further, the applicant has claimed an injectable composition, particles visible during 
implantation. Therefore, even if the vehicle were to be metabolized, this would occur after 
delivery, and the vehicle would still be present during delivery (which is also when the surgeon 
would be viewing the particle flow), thus not altering the concentration of the particles during 
delivery (the time period applicant has claimed). That is, they will remain dispersed in the 
vehicle (not clumped together with the absence of a vehicle), thus individually visible due to 
their size during delivery. 

The applicant also has argued that Ersek' s vehicle is not a matrix as claimed. The 
examiner disagrees. Matrix, in its ordinary meaning may be defined as a material in which 
something is enclosed or embedded (Merriam- Webster's Collegiate Dictionary, 10 th Edition, 
2001). The particles are embedded and enclosed within the vehicle of Ersek. Ersek's vehicle 
may be considered a matrix. Ersek's possible materials for the vehicle/matrix are seen at col.2, 
lines 47-52 and seen in figure 4. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
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pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 40-44, 54-56, 58-61, and 70 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. Claim 40, line 4 recites, "size between about 350u and about 2200u". 
Applicant only has support for "size between about 350u and 2200". Claims 41-44, 54-56, 58- 
61, and 70 depend upon claim 40 and inherit all problems associated with the claim. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 62-69 and 72-73 rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 62 recites the limitation "the implant material" in line 6. There is insufficient 
antecedent basis for this limitation in the claim. Claim 73 recites the same limitation. Claims 
63-69 and 72-73 depend upon claim 62 and inherit all problems associated with the claim. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U. S . C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 
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Claims 40, 44, 54-56, 58-59, 61, 62, 63, 64, 65, 68, 69, 70, and 73 are rejected under 35 
U.S.C. 102(b) as being anticipated by Ersek et al. (US 5,258,028, cited previously). 

Referring to claim 62, Ersek discloses an injectable composition (see fig.3, 4; col.2, lines 
12-21; col.9, lines 21-25) comprising a flowable matrix (physiologic vehicle 31; col.2, lines 47- 
52) and radiopaque tracer particles (30; disclosed to be radiopaque, col.3, lines 15-19; col. 10, 
lines 22-27) having a size of between about 350 microns and 2200 microns (col.2, lines 35-39), 
and wherein the particles are individually visible during implantation (inherently Ersek' s 
particles are individually visible, since they are the same size as the applicant's particles, 
therefore, would have to be just as visible as the applicant's particles). 

Referring to claim 64, Ersek discloses the claimed flowable matrix materials, such as 
polymer based materials (physiologic vehicle, col.2, lines 47-52, starch, hydrogel, 
polyvinylpyrrolidones and other polymeric materials, etc). 

Referring to claim 65, Ersek discloses the radiopaque particles to comprise barium 
compounds (col. 10, lines 22-28). 

Referring to claims 68-70, Ersek discloses the radiopaque particles to be sized between 
about 570u and 2200u, or between about 450u and 1600u and 570 and 1 150 (all ranges fall 
within Ersek's disclosed range of between about 30u and 3000u; col. 2, lines 35-39). 

Referring to claim 73, Ersek discloses PMMA as part of the implant material (col.6, lines 
50-55) and barium sulfate as the particles (col. 10, lines 22-28). 


Referring to claims 40, 44, 54-56, 58-59, 61, and 63: 
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It is recognized by the examiner that a board decision was made for claims 40-44 (see 
board decision August 10, 2005), similar subject matter which is claimed in claim 63, and the 
other claims listed are from which they depend, the decision which reversed the examiner on a 
102 rejection over Ersek (US 5,258,028). The reverse was cited to be improper not because of 
the size assessment, but instead the rationale cited, relating to obviousness instead of 
anticipation "//Ersek were to choose 350um. ". However, it is noted that this reference is now 
being applied to the claims in a different light/perspective and rationale, thus is considered a new 
rejection, relying on anticipation and not obviousness, see below. 

Because the current rejection of the above claims is related to the board decision made on 
August 10, 2005, the examiner would like to respond on one comment made in the decision. The 
board cited col.3, lines 45-49 to indicate the need of Ersek to have a uniform particle size. 
However this is not what is recited at all. Ersek recites, "While in most situations the particles 
are of random size and configuration, but within the constraints of the size indicated, it is 
generally desirable that the particles be of generally uniform configuration' 7 . That is, Ersek 
disclosed uniform configuration, not size. Further Ersek discloses a random size is preferred in 
most situations. Ersek further discloses that it is preferred to have a range of varied particle 
sizes, smaller and larger than the target size (col. 5, line 64-col.6 line 2), further emphasizing the 
need from a varied sized composition. 

Ersek discloses an injectable composition (see fig.3, 4; col.2, lines 12-21; col. 9, lines 21- 
25) comprising a flowable matrix. (physiologic vehicle 31; col.2, lines 47-52) and radiopaque 
tracer particles (30; disclosed to be radiopaque, col.3, lines 15-19; col. 10, lines 22-27) wherein 
the particles are individually visible during implantation (inherently Ersek' s particles are 


Application/Control Number: 09/828,539 Page 7 

Art Unit: 3738 

individually visible, since they are the same size as the applicant's particles, therefore, would 
have to be just as visible as the applicant's particles) and contrast particles that enhance the 
visibility of the matrix. Ersek discloses a particle range of 30-3000um. The applicant has 
claimed two different particle ranges, 350u-2200u and 120u-350u, which overlap at 350um. 
Both claimed particle ranges (along with applicant's overlap size 350um) fall within Ersek's 
disclosed particle range. Because Ersek's particle range of 30um-3000um includes 350um, 
350um is anticipated by Ersek. Further, Ersek discloses that within any target particle size, there 
will be a percent of larger particles and a percent of smaller particles (see col. 5, line 64-col.6, 
line 2), thus inherently 2 ranges at least are present (larger and smaller as disclosed by Ersek). 
The above claims are considered by the examiner to be anticipated by Ersek. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

In the alternative to the above rejection, claims 40-44, 54-56, 58-61, 63, 66, 67, and 72 
are rejected under 35 U.S.C. 103(a) as being unpatentable over Ersek et al. (US 5,258,028, cited 
previously). Referring to claims 40 and 63, Ersek discloses an injectable composition (see fig. 3, 
4; col.2, lines 12-21; col. 9, lines 21-25) comprising a flowable matrix (physiologic vehicle 31; 
col.2, lines 47-52) and radiopaque tracer particles (30; disclosed to be radiopaque, col.3, lines 
15-19; col. 10, lines 22-27) wherein the particles are individually visible during implantation 
(inherently Ersek's particles are individually visible, since they are the same size as the 
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applicant's particles, therefore, would have to be just as visible as the applicant's particles) and 
contrast particles that enhance the visibility of the matrix. Ersek discloses a particle range of 30- 
3000um. The applicant has claimed two different particle ranges, 350u-2200u and 120u-350u. 
Both claimed particle ranges fall within Ersek' s disclosed particle range. It is also noted that 
applicant's two particle ranges overlap at 350u, which also falls within Ersek's disclosed particle 
range. Although Ersek has disclosed a wide particle range, including 350um (applicants particle 
overlap), and further discloses that in any target particle size, some larger and smaller will be 
present, col.5, line 64-col.6, line 2, Ersek does not specifically disclose the particle size 350 
(which would include both ranges of applicants particles) or two different ranges of particles 
within Ersek's range to be present. It would have been obvious to one having ordinary skill in 
the art at the time the invention was made, for Ersek to have a particle size of 350um (especially 
since this size falls within Ersek's disclosed range of 30-3000um) or two different particle sizes 
within Ersek's disclosed range (3O-3O00um), since wherein the general conditions of a claim 
have been disclosed in the prior art (size range of 30-3000) it is not inventive to discover the 
optimum or workable ranges by routine experimentation (350um or two sizes or two particles of 
different sizes within 30-3000um). In re Alter, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 
1955). 

Referring to claims 60, 67, and 72, Ersek discloses a composition of a matrix (vehicle) 
and particles, however is silent to mention the percent weight of the particles within the matrix. 
It would have been obvious to one having ordinary skill in the art at the time the invention was 
made to have the percent weight 1 or 10 percent, since wherein the general conditions of a claim 
have been disclosed in the prior art (particle concentrated in a matrix) it is not inventive to 
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discover the optimum or workable ranges by routine experimentation (1 or 10 percent weight 
particles within matrix). In re Alter, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 


Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Cheryl Miller whose telephone number is (571) 272-4755. The 
examiner can normally be reached on Monday-Friday 7:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4755. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 


Conclusion 



Cheryl Miller 



CORRINE McDERMOTT 
SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 3700 


